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April 4, 2003

Questions and Comment§ Bygthé0Bodinrhefit dfJapan on the United
States’ Proposed Regulation “Prior Notice of Imported Food” Under
the Public Health Security and Bioterrorism Preparedness and
Response Act of 2002

The Government of Japan appreciates the opportunity to provide comments on
the United States’ propesed regulation of “Prior Notice of Imported Food” under
the Public Health Security and Bioterrorism Preparedness and Response Act of
2002, published in the United States’ Federal Register February 3, 2008 and

notified to the WT'O dated February 6, 2008 (G/SPS/N/USA/690). The Followings
are our questions and comments. :

1. Questions

(1) As regards the export of food to the outside of the mainland United States,
such as the State of Hawaii or the Northern Mariana Islands, will the Food
and Drug Administration (FDA) require the same procedure for the prior
notice of imported food as that of food exported to the mainland?

(2) Japanese exporters export food (eg. tangerines) to the port of foreign countries
(eg. Vancouver, Canada) by way of the port of the United States (eg. Seattle).
In such a case, will FDA require prior notice of imported food even if food is
not unloaded at the port of the United States? -

(3) Please clarify the definition of the “entry type”, the “entry number”,

the "anticipated port of entry”, and the “anticipated date of entry” stated in
Sec.1.288. :

(4) Please enumerate concretely and comprehensively the “agency” when FDA
refers to “an agent who resides or maintains a place of business in the United
States...” in Sec. 1.285.

2. Comments

(1) We request that the FDA ensure the proposed regulation to be consistent with
the WTO agreement and not creating an undue burden on trade.

(2) The WI'O Member countries have to apply measures only to the extent
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necessary to protect human, animal or plant life or health, based on sufficient
scientific grounds under the Agreement on the Application of Sanitary and
Phytosanitary Measures (SPS Agreement). In light of the obligation, please
clarify the scientific grounds FDA ‘takes into account in introducing this
proposed regulation, and whether FDA applies the proposed regulation only to
the extent necessary to accomplish its objective.

(3) We.request that for those who have to submit prior notice under this proposed

regulation, FDA establish consultation service staffed with Japanese speakers
at the U.S embassy and consulates in Japan.

(4) FDA should extend the time limitation for prior notice and its update. FDA

should not limit the number of update of the prior notice to only once, but allow
more than once when necessary. '

(Reason)

It is not appropriate to accept the submission of prior notice of imported food
only from the five days prior to the anticipated date of arrival of food. As
thore are differences in dates of holidays as well as time between the United
States and Japan, we do not believe the proposed time limitation for prior
notice to be sufficient to submit it properly. It is also unreasonable to limit
the time of the submission of updates of prior notice regarding information of
shipments no later than two bhours before the shipment’s arrival, because
purchasers, importers, or U.S. agent often have to deal with transportation of

mixed loading with various types and size of food, which requires flexible
operation. '

(6) FDA should exempt import food products less than a certain amount of

volume from the obligation of prior notice. There should be an exemption
from the obligation of prior notice for import sample products of small
quantity. Alternatively, there should be another simpler regulation for
import of sample products.
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